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Dear Mark Murphy: 

 

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced 

above and have determined the device is substantially equivalent (for the indications for use stated in the 

enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 

enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 

with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 

premarket approval application (PMA). You may, therefore, market the device, subject to the general 

controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 

some cleared products may instead be combination products. The 510(k) Premarket Notification Database 

located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 

product submissions. The general controls provisions of the Act include requirements for annual registration, 

listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 

adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 

remind you, however, that device labeling must be truthful and not misleading. 

 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 

subject to additional controls. Existing major regulations affecting your device can be found in the Code of 

Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 

concerning your device in the Federal Register. 

 

http://www.fda.gov/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA 

has made a determination that your device complies with other requirements of the Act or any Federal 

statutes and regulations administered by other Federal agencies. You must comply with all the Act's 

requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 

801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 

devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 

https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-

combination-products); good manufacturing practice requirements as set forth in the quality systems (QS) 

regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 

combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-

542 of the Act); 21 CFR 1000-1050. 

 

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 

803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-

mdr-how-report-medical-device-problems. 

 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 

information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-

devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 

(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the 

Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 

the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-

assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 

by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

 

Sincerely, 

 

 

 

 

for Heather Dean, PhD 

Assistant Director, Acute Injury Devices Team 

DHT5B: Division of Neuromodulation 

    and Physical Medicine Devices 

OHT5: Office of Neurological 

    and Physical Medicine Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

 

 

Tushar Bansal -S

https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-combination-products
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-combination-products
https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-report-medical-device-problems
https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-report-medical-device-problems
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance
https://www.fda.gov/training-and-continuing-education/cdrh-learn
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
mailto:%20DICE@fda.hhs.gov
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Form Approved: OMB No. 0910-0120
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See PRA Statement below.

510(k) Number (if known)
K223527

Device Name
Little Wave Clik; Rogue XP; Little Wave XP; Spark;

Indications for Use (Describe)
The Ki Mobility Little Wave Clik, Rogue XP, Little Wave XP, and Spark manual wheelchairs are intended to provide
mobility to pediatrics limited to a seating position.

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”









Device Ki Mobility Spark Ki Mobility Rogue XP Ki Mobility Little Wave XP Ki Mobility Little Wave Clik Zippie GS

510(k) Number K223527 K223527 K223527 K223527 K983639

Intended Use

The Ki Mobility Spark manual wheelchair is 

intended to provide mobility to persons limited 

to a sitting position.

The Ki Mobility Rogue XP manual wheelchair is 

intended to provide mobility to persons limited 

to a sitting position.

The Ki Mobility Little Wave XP manual 

wheelchair is intended to provide mobility to 

persons limited to a sitting position.

The Ki Mobility Little Wave Clik manual 

wheelchair is intended to provide mobility to 

persons limited to a sitting position.

The Zippie GS manual wheelchair is intended to 

provide mobility to persons limited to a sitting 

position.

Indications for Use

The Ki Mobility Spark manual wheelchair is 

intended to provide mobility to pediatrics 

limited to a seating position.

The Ki Mobility Rogue XP manual wheelchair is 

intended to provide mobility to pediatrics 

limited to a seating position.

The Ki Mobility Little Wave XP manual 

wheelchair is intended to provide mobility to 

pediatrics limited to a seating position.

The Ki Mobility Little Wave Clik manual 

wheelchair is intended to provide mobility to 

pediatrics limited to a seating position.

The Zippie GS manual wheelchair is intended to 

provide mobility to pediatric users limited to a 

sitting position.

Design Ki Mobility Spark Ki Mobility Rogue XP Ki Mobility Little Wave XP Ki Mobility Little Wave Clik Zippie GS

Weight Limit 165lb/75kg (with or without transit) 200lb/91kg (with or without transit) 165lb/75kg (with or without transit) 165lb/75kg (with or without transit) 165lb/75kg (with or without transit)

Frame Material Aluminum Aluminum Aluminum Aluminum Aluminum

Seat Width 10”-16” 10” – 18” 10” – 16” 8” – 16” 10” – 18”

Seat Depth 12”-18” 10” – 20” 10” – 16” 8” – 16” 10” – 18”

(13”-21”) Front Seat-to-Floor 13.5” – 20.5” (Front Seat-to-Floor) 11.5” – 20.5” (Front Seat-to-Floor) 11.5” – 20.5” (Front Seat-to-Floor) 14” – 20” (Front Seat-to-Floor)

(11”-18.5”) Rear Seat-to-Floor 11.5 – 20” (Rear Seat-to-Floor) 11.5 – 20” (Rear Seat-to-Floor) 11.5” – 20” (Rear Seat-to-Floor) 12.5”-20” (Rear Seat-to-Floor)

Stowage Width 12.6” (Folded Laterally) 23.6" 22.6" 21.3"
11.8” (Lateral Folding Frame Option) 20.5" (Rigid 

Frame Option)

Stowage Depth 29.5” 31.5" 28.9" 28.9" 29.5”

Stowage Height 25.6” 24.4" 23.6" 26.6" 24.0”

Transit approved? Yes (optional) Yes (optional) Yes (optional) Yes (optional) Yes (optional)

Product weight 28.7lb 26lb 16lb 31lb 29lb

Turning Radius 28.9” 26.4” 23.8” 20.7” 32.5”

Width Adjustable Folding Straight frame – non-folding Straight frame – non-folding Standard – non folding Folding

Depth Adjustable Tapered frame – non-folding Tapered frame non-folding Offset frame - non-folding Non-folding

Footrest Swing Away

Footrest Super Low – Swing Away

Back Angle Range 85°-115°, 5° increments 80° - 100°, 2° increments 81° - 102°, 3° increments 80° - 100°, 2° increments 85° - 120°, 5° increments

Stroller Handle Back Post Height Adjustable Height Adjustable Height Adjustable Height adjustable

Height Adjustable Straight with Push Handle Fixed Height Fixed Height Fixed Height Fixed Height

Dynamic Rocker Back Fixed Height Offset Fixed Height Offset Fixed Height Offset

Stroller Handle: 20”-24” Adjustable height: 9”-18” Adjustable height: 11”-18” Height Adjustable Fixed Height Stroller: 19”, 22”, 25”

Height Adjustable: 13”-24” Fixed Height: 9”-18” Fixed Height: 9”-18” Fixed Height Height Adj (Rigid): 16”-22” or 19”-25”

Fixed Height Offset: 11”-17” Fixed Height Offset: 11”-17” Fixed Height Offset Height Adj (Folding): 17”-23” or 20”-26”

Std Push Handle fixed on back canes Std Push Handle fixed on back canes Std Push Handle fixed on back canes Std Push Handle fixed on back canes Fixed push handles on back canes

Removeable Stroller Back Handle Low Profile Push Handle fixed on back canes Low Profile Push Handle fixed on back canes Low Profile Push Handle fixed on back canes

Folding push Handle Folding push Handle Folding push handle Angle adjustable push handle (non-folding only)

Bolt-On Push Handle Bolt-On Push Handle Bolt-on Push Handle

Ergo Stroller Handle Ergo Stroller Handle Ergo Stroller Handle

Single Stroller Handle Single Stroller Handle Single Stroller Handle

Double Stroller Handle Double Stroller Handle Double Stroller Handle

None Non-adjustable Height Rigidizer Bar Non-adjustable Height Rigidizer Bar None

Adjustable Height Rigidizer Bar Adjustable Height Rigidizer Bar Adjustable Height Rigidizer Bar

Single Post Height Adjustable Height Adjustable T-Arm (Tall, Std, low) Height Adj. T-Arm (Std, low, tall and pediatric)
Height Adjustable T-Arm (Tall, Std, low and 

pediatric)
Single Post (std and low)

Height Adjustable T-Arm (Std, Tall, Low) Angle Adj. Locking Extendable Flip Up Armrest Tubular Flip Up Armrest Tubular Flip Back Armrest T-Post w/foam pad (regular, tall)

Angle Adjustable Locking Extendable Flip Up Swing away armrest (short and tall) Locking Extendable Flip Back armrest Angle Adj. Locking Extendable Flip Back Armrest Flip Up

Pediatric Height Adjustable T-Arm
Desk and Full Arm Pad – Standard and Waterfall 

styles
Swing away armrest Swing away armrest (short and tall) Adjustable Locking Flip up

Tubular Flip up Foam Grip Desk and Full length arm pads Desk and Full length arm pads Length Adjustable locking flip up

Arm Pads (Std, Waterfall, Foam Grip) Foam grip type arm pads Foam Grip

Push to lock Push to Lock Push to Lock Push to Lock Push to lock

Pull to Lock Pull to Lock Pull to Lock Pull to lock Pull to lock

Push to Lock Flush Mount Push to Lock Flush Mount Push to lock Flush Mount

Hemi-Wheel Locks

Low Profile Scissor Lock Low Profile Scissor lock Low Profile Scissor lock

Short Thro Scissor Lock Short Thro Scissor lock Short Thro Scissor lock

Under Seat Scissor Lock

Drum Brake Drum brake Drum brake Foot Lock

Dual Drum Brake w/push or pull Dual Drum brake w/push or pull Dual Drum brake w/push or pull Hub Lock (12 and 16” wheels)

Extension handles (push and pull) Extension handles (push and pull) Extension handles (push and pull) Extension handles (push and pull) Extension handles (push and pull)

Grade Aids Grade Aids Grade aids Grade aids

Removable/swing-up rear Anti-tips Removable/swing-up rear Anti-tips Removable/swing-up rear Anti-tips Removable/swing-up rear Anti-tips Removable swing up rear anti-tips

Front Anti-tips

Stainless Steel Spoke (18Ct.): 18”, 20”, 22”, 24”
Stainless Steel Spoke (18Ct.): 18”, 20”, 22”, 24”, 

25”
Stainless Steel Spoke (18 Ct.): 18”, 20”, 22”, 24”’ Stainless Steel Spoke (18 Ct.): 18”, 20”, 22”, 24”’ 18”, 20”, 22” and 24” Spoke

Mag: 20”, 22”, 24” Mag: 20”, 22”, 24” Mag: 20”, 22”, 24” Mag: 20”, 22”, 24” 12, 16, 20”, 22” and 24” mag wheels

Composite Fiber Spoke (18Ct.): 22” 24” Composite Fiber Spoke (18Ct.): 20” 22”, 24”, 25” Composite Fiber Spoke (18 Ct.): 20”, 22”, 24” Composite Fiber Spoke (18 Ct.): 20”, 22”, 24”

Composite Fiber Spoke (12Ct.): 22”, 24”, 25” Composite Fiber Spoke (12 Ct.): 22”, 24” Composite Fiber Spoke (12 Ct.): 22”, 24”

Pneumatic Pneumatic Pneumatic Pneumatic Pneumatic

Pneumatic with Airless Insert Pneumatic with Airless Insert Pneumatic with Airless Insert Pneumatic with Airless Insert Pneumatic with Airless Insert

Pneumatic with puncture protection Pneumatic with puncture protection Pneumatic with Puncture Protection Pneumatic with Puncture Protection

Solid Polyurethane Solid Polyurethane Solid Polyurethane Solid Polyurethane Solid Polyurethane

Aluminum Anodized Aluminum Anodized Aluminum Anodized Aluminum Anodized Aluminum

Aluminum with Plastic Coating Aluminum with Plastic Coating Aluminum with Plastic Coating Aluminum with Plastic Coating Aluminum Plastic Coated

Aluminum with Non-Slip Tape Aluminum with Non-Slip Tape Aluminum with Non-Slip Tape Aluminum with Non-Slip Tape

Projection Knob with Plastic Coating Projection Knob with Plastic Coating Projection Knob with Plastic Coating Projection Knob with Plastic Coating Projection Knob

Ergonomic Thumb Grip: Flexible Polymer Ergonomic Thumb Grip: Flexible Polymer Ergonomic Thumb Grip: Flexible Polymer Ergonomic Thumb Grip: Flexible Polymer

Ergonomic Thumb Grip: Alum with Grip Coating Ergonomic Thumb Grip: Alum with Grip Coating
Ergonomic Thumb Grip: Aluminum with Grip 

Coating
Ergonomic Thumb Grip: Alum with Grip Coating

Camber 0°, 2°, 4° 0°, 2°, 3° [drive ready], 4°, 6°, 8° 0°, 2°, 3° [drive ready], 4°, 6°, 8° 0°, 2°, 3° [drive ready], 4°, 6°, 8° 0°

Caster Wheels .75” Roller Blade (3”, 4”) 0.75” x 3”, 4”- Rollerblade 0.75” x 3”, 4” - Roller Blade 0.75” x 3”, 4” - Roller Blade 3”, 4” and 5” lighted rollerblade

(W x Ø) .75” Lighted Roller Blade (3”,4”,5”) 0.75” x 3”, 4”, 5”- Lighted Rollerblade 0.75” x 3”, 4”, 5” - Lighted Roller Blade 0.75” x 3”, 4”, 5” - Lighted Roller Blade 5” low poly, 5x1.5 semi-pneumatic

1” Polyurethane (4”, 5”,6”, 7”,8”) 1” x 4”, 5”, 6” - Polyurethane 1” x 4”, 5”, 6” - Polyurethane 1” x 4”, 5”, 6” - Polyurethane 6” poly, 6” pneu, 6x1.5 semi-pneumatic

1” Polyurethane Aluminum (4”, 5”) 1” x 4”, 5” - Polyurethane Aluminum 1” x 4”, 5” -  Polyurethane Aluminum 1” x 4”, 5” -  Polyurethane Aluminum 8” poly, 8” pneumatic, 8x1.5 Semi-pneu.

1” Pneumatic (6”,8”) 1” x 6” - Pneumatic 1” x 6” -  Pneumatic 1” x 6” -  Pneumatic 8x2 pneu, 8x2 pneu/airless

1.5” Polyurethane (4”, 5”,6”) 1.5” x 4”, 5”, 6” - Polyurethane 1.5” x 4”, 5”, 6” -  Polyurethane 1.5” x 4”, 5”, 6” -  Polyurethane

1.5” Soft Roll Aluminum (3”, 4”, 5”, 6”) 1.5” x 4”, 5”, 6” - Soft Roll Aluminum 1.5” x 4”, 5”, 6” -  Soft Roll Aluminum 1.5” x 4”, 5”, 6” -  Soft Roll Aluminum

2” Polyurethane (6”)

2” Pneumatic w/ Foam Insert (8”)

Aluminum Fork Aluminum Fork Aluminum Fork Aluminum Fork Aluminum Fork

Fork Stem (Std, ¾” Longer, 1 ½” Longer) Single Sided Fork Single Sided Fork Single Sided Fork

Shock Absorbing (Aluminum, Composite) Shock Absorbing Fork: (Aluminum, Composite) Shock Absorbing Fork: (Aluminum, Composite) Shock Absorbing Fork: (Aluminum, Composite)

Caster Pin Locks

Housing (Std, Performance)

Swing Away, Footrest, Extension Mount Integral to frame Integral to frame Integral to frame Swing Away Footrest, Extension mount

Swing Away, Footrest, Front Mount Swing Away Footrest, Front Mount

Elevating Leg Rest (PRO, PRO Pediatric) Elevating Footrest (ext and front mount)

Residual Limb Support Articulating Footrest (ext. mount)

Hanger Release (Classic, 4 Way In)

Composite Tubular w/o Footplate (Open) Tubular without Footplate (Open)

Composite Angle Adjustable Tubular with Plastic Footplate Tubular with Plastic Footplate Composite

Aluminum Angle Adjustable Aluminum Angle Adj. Aluminum Angle Adjustable Aluminum Angle Adjustable

Aluminum Locking Multi-Angle Adjustable Aluminum Angle Adj. with Riser Aluminum Angle Adjustable with Riser Aluminum Angle Adjustable with Riser Aluminum Footplate

One Piece Flip Up Adjustable High Mount Aluminum Angle Adj. High Mount Aluminum Angle Adjustable High Mount Aluminum Angle Adjustable

IOR PREDICATE COMPARISON TABLE

Armrests

Rigidizer bars

Seat Height

Frame Options:

Backrest Styles

Back Heights

Push Handles

Wheel Lock

Anti-Tips

Rear Wheels

Tires

Handrims

Caster Forks

Footrest Hangers

Footplates



Swing Away Extensions (Short, Med, Long) Angle Adj. Flip-Under Angle Adjustable Flip Under Angle Adjustable Flip Under Footplate flip-up

Front Mount Extension High Mount Angle Adj. Flip-Under High Mount Angle Adjustable Flip Under High Mount Angle Adjustable Flip Under

Removable Aluminum Seat Pan Solid Seat pan Solid Seat pan Depth Adjustable Seat Pan Solid Seat/Back

Standard Seat Sling Standard Seat Sling Standard Seat Sling

Seat Cushions Seat Cushions Seat Cushions Seat Cushions Jay Cushions

Backrest Backrests Backrests Backrest Jay Back

Lumbar pads Lumbar pads Lumbar pads Lumbar pads

Shoulder guides Shoulder guides Shoulder guides Shoulder guides

Headrest Headrests Headrests Headrests

Chest supports Chest supports Chest supports Chest supports

Supports (Chest and Trunk) Supports (Chest and Trunk) Supports (Chest and Trunk) Supports (Chest and Trunk)

Laterals Laterals Laterals Laterals Toe Loop

Positioning belts Pelvic Positioning belts Pelvic Positioning belts Pelvic Positioning belts Positioning belts

Calf straps Calf straps Calf straps Calf straps Leg Strap

Heel loops Heel loops

Accessories Ki Mobility Spark Ki Mobility Rogue XP Ki Mobility Little Wave XP Ki Mobility Little Wave Clik Zippie GS

Composite Side guards (adult and pediatric) Composite Side guards (adult and pediatric) Composite Side guards (adult and pediatric) Composite Side guards (adult and pediatric) Composite Side guards (Std and Low)

Aluminum Side guards (adult and pediatric) Aluminum Side guards (adult and pediatric) Aluminum Side guards (adult and pediatric)

Backpack/Pouch Yes Yes Yes Yes Yes

Spoke Guards Yes Yes Yes Yes Yes

Cane/Crutch Holder Yes Yes Yes Yes No

ELR Gel Pads Yes No No No No

Impact guards Yes Yes Yes Yes Yes

Canopy Yes No No Yes Yes

Tool Kit Yes Yes Yes Yes Yes

One-Arm Drive Yes Yes No Yes Yes

Seating and 

positioning

Sideguards
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ISO 7176-13:1989 Determination of coefficient of friction of test surfaces 

ISO 7176-15:1996 Requirements for information disclosure documentation and labeling 

ISO 7176-16:2012 Resistance to ignition of postural support devices 

ISO 7176-19:2022 Wheeled mobility devices for use as seats in motor vehicles 

ISO 7176-22:2014 Set-up procedures 

Design testing of Little Wave Clik, Rogue XP, Little Wave XP and Spark met or passed the recognized test standard requirements for 
manual wheelchairs, and which would apply to predicate devices. 

Not Applicable 

The Little Wave Clik, Rogue XP, Little Wave XP and Spark manual wheelchairs have the same intended use and similar technological 

characteristics as the predicate devices. The non-clinical testing to recognized standards exhibits that the device will perform as 

intended and risk analysis has documented risk reduction and identified requirements for labeling for safe and effective use of the 

device. The Little Wave Clik is substantially equivalent to the predicate devices as shown in the product design comparison. 

The conclusion from testing and comparison to predicate devices demonstrates that the Little Wave Clik, Rogue XP, Little Wave XP 
and Spark are as safe, as effective, and performs as well as the legally marketed devices identified as predicate. 




